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CYCLOPAM

(Dicycloverine Hydrochloride & Paracetamol Tablets)

PRESENTATION
Box of 10 tablets

COMPOSITION

Each uncoated tablet contains
Paracetamol BP
Dicycloverine Hydrochloride B.P ...... 20 mg
Excipients............. q.s.

Therapeutic class:
Paracetamol: Analgesic and Antipyretic Agent.
Dicycloverine: Smooth muscle relaxant / antispasmodic

PHARMACOLOGY

Paracetamol:

Paracetamol also known as acetaminophen is a widely used analgesic and
antipyretic drug that is used for the relief of fever, headaches, and other
minor aches and pains.

Mechanism of action:

Analgesic — The precise mechanism of analgesic action has not been fully
determined. Paracetamol may act predominantly by inhibiting
prostaglandin synthesis in the central nervous system (CNS) and to a lesser
extent, through a peripheral action by blocking pain-impulse generation.
The peripheral action may also be due to inhibition of prostaglandin
synthesis or to inhibition of the synthesis or actions of other substances that
sensitize pain receptors to mechanical or chemical stimulation.

Antipyretic — Paracetamol probably produces antipyresis by acting
centrally on the hypothalamic heat-regulation centre to produce peripheral
vasodilatation resulting in increased blood flow through the skin, sweating
and heat loss. The central action probably involves inhibition of
prostaglandin synthesis in the hypothalamus.

Dicycloverine:

Smooth muscle antispasmodic primarily indicated for treatment of
functional conditions involving smooth muscle spam of the gastrointestinal
tract.

Mechanism of action:

Dicycloverine hydrochloride relieves smooth muscle spasm of the
gastrointestinal tract.

Animal studies indicate that this action is achieved via a dual mechanism;
(1) a specific anticholinergic effect (antimuscarinic at the ACh-receptor
sites) and

(2) adirect effect upon smooth muscle (musculotropic).

PHARMACOKINETICS

Paracetamol:

Paracetamol is readily absorbed from the gastro-intestinal tract with peak
plasma concentrations occurring about 30 minutes to 2 hours after
ingestion. It is metabolized in the liver and excreted in the urine mainly as
the glucuronide and sulphate conjugates. Less than 5% is excreted as
unchanged paracetamol. The elimination half-life varies from about 1 to 4
hours. Plasma-protein binding is negligible at usual therapeutic
concentrations but increases with increasing concentrations.

Dicycloverine:

After a single oral 20mg dose of dicycloverine hydrochloride in volunteers,
peak plasma concentration reached a mean value of 58ng/ml in 1 to 1.5
hours. "“C labelled studies demonstrated comparable bioavailability from
oral and intravenous administration. The principal route of elimination is
via the urine.

INDICATIONS

Smooth muscle antispasmodic primarily indicated for treatment of
functional conditions involving smooth muscle spasm of the
gastrointestinal tract.

CONTRAINDICATIONS

Hypersensitivity to paracetamol, Phenylephrine, Chlorpheniramine or any
of the constituents.

Known hypersensitivity to any of the ingredients.

PRECAUTIONS

Care is advised in the administration of paracetamol to patients with severe
renal or severe hepatic impairment. The hazards of overdose are greater in
those with non-cirrhotic alcoholic liver disease.

Should be used with caution in any patient with or suspected of having
glaucoma or prostatic hypertrophy. Use with care in patients with hiatus
hernia associated with reflux oesophagitis because anticholinergic drugs
may aggravate the condition.

Pregnancy:

Epidemiological studies in human pregnancy have shown no ill effects due
to paracetamol used in the recommended dosage, but patients should follow
the advice of the doctor regarding its use.

Epidemiological studies in pregnant women with products containing
dicycloverine hydrochloride (at doses up to 40mg/day) have not shown that
dicycloverine hydrochloride increases the risk of foetal abnormalities if
administered during the first trimester of pregnancy. Reproduction studies
have been performed in rats and rabbits at doses of up to 100 times the
maximum recommended dose (based on 60mg per day for an adult person)
and have revealed no evidence of impaired fertility or harm to the foetus due
to dicycloverine. Since the risk of teratogenicity cannot be excluded with
absolute certainty for any product, the drug should be used during
pregnancy only if clearly needed.

Lactation :

Paracetamol and Phenylephrine are excreted in breast milk but not in a
clinically significant amount. This product should not be used in breast
feeding without medical advice.

It is not known whether dicycloverine is secreted in human milk. Because
many drugs are excreted in human milk, caution should be exercised when
dicycloverine is administered to a nursing mother.

Pediatric:
Can be safely given to children aged 6 months and above.

Geriatrics:
Documented human study in geriatric population is not available.

Effects on Ability to Drive and Use Machines:
None stated

ADVERSE EFFECTS

Adverse effects of paracetamol are rare but hypersensitivity including skin
rash may occur. There have been reports of blood dyscrasias including
thrombocytopenia purpura, methaemoglobenaemia and agranulocytosis,
but these were not necessarily causality related to paracetamol

Side-effects seldom occur with Dicycloverine. However, in susceptible
individuals, dry mouth, thirst and dizziness may occur. On rare occasions,
fatigue, sedation, blurred vision, rash, constipation, anorexia, nausea and
vomiting, headache and dysuria have also been reported.

DRUG INTERACTIONS

Paracetamol:

Cholestyramine: The speed of absorption of paracetamol is reduced by
Cholestyramine. Therefore, the Cholestyramine should not be taken within
one hour if maximal analgesia is required.

Metoclopramide and Domperidone: The absorption of paracetamol is
increased by metoclopramide and domperidone. However, concurrent use
need not be avoided.

Warfarin: The anticoagulant effect of warfarin and other coumarins may be
enhanced by prolonged regular use of paracetamol with increased risk of
bleeding; occasional doses have no significant effect.

Chloramphenicol: Increased plasma concentration of Chloramphenicol.

Dicycloverine :
None stated.

DOSAGE
Adults and children over 12 years:
1 tablet three times a day before or after meals OR as directed by physician.

Elderly :
The normal adult dose may be taken.

Renal /Hepatic impairment:

Care is advised in the administration of paracetamol to patients with severe
renal or severe hepatic impairment. The hazards of overdose are greater in
those with non-cirrhotic alcoholic liver disease.

OVERDOSE

Paracetamol:

Liver damage is possible in adults who have taken 10g or more of
paracetamol. Ingestion of 5g or more of paracetamol may lead to liver
damage if the patient has risk factors.

Treatment with activated charcoal should be considered if the overdose has
been taken within 1 hour.

Treatment with N-acetylcysteine may be used up to 24 hours after ingestion
of paracetamol however, the maximum protective effect is obtained up to 8
hours post ingestion.

Ifrequired the patient should be given intravenous-N-acetylcysteine

Dicycloverine:

Symptoms of Dicycloverine overdosage are headache, dizziness, nausea,
dry mouth, difficulty in swallowing, dilated pupils and hot dry skin.
Treatment may include emetics, gastric lavage and symptomatic therapy if
indicated.

STORAGE
Store ina cool, dry place. Protect from light

List of excipients

Dibasic Calcium Phosphate BP, Starch BP, Methyl Hydroxybenzoate
BP,Propyl Hydroxybenzoate BP,Povidone (PVP K-30) BP, Magnesium
Stearate BP, Sodium Starch Glycolate (Primogel) USP ,Purified Talc BP,
Purified Water BP

ListI

Made in India by

INDOCO REMEDIES LTD.
Regd. Office: 166, C.S.T.Road,
Mumbai 400 098, INDIA.
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CYCLOPAM
(Hydrochloride de Dicycloverine et Paracétamol Comprimés)
PRESENATION
Boitede 10 comprimés

COMPOSITION
comprimeé non enrobé contient:

Paracétamol. 500mg
Chlorhydrate de Dicyclovérine ... 20 mg
Excipients

Classe thérapeutiqu
Paracétamol: analgésique etantipyrétique
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